This was not actually accepted and deemed filed by the FDA until
late 1994 as Docket # 94P-0354/CP1l.

CITIZENS' PETITION PURSUANT TO 21 CFR 10.30 TO THE SECRETARY OF
HEALTH AND HUMAN SERVICES AND THE FOOD AND DRUG ADMINISTRATION
Via Registered Mail, Return Receipt Requested
this day of October, 1993

TO: Secretary Donna E. Shalala
Department of Health and Human Services
Public Health Services
200 Independence Ave SW 615F HHH
Washington DC 20201

Dr. David Kessler

c/o Dockets Management Branch

Food and Drug Administration

Center for Devices and Radiological Health
Department of Health and Human Services
5600 Fisher's Lane Rm 4-62

Rockville MD 20857

A. ACTION REQUESTED

It is requested that the Commissioner of the Food and Drug
Administration:

(1) Certify mercury/silver filling material (amalgam) and
give a classification (I, II or III) pursuant to 21 CFR § 10.25,
section 513(3) of the Act (21 U.S.C. 360 c(e)) and 21 CFR 860.
Petitioners believe it should be in Class III, but in any event it
should be given a classification.

(2) To require warnings be given to both dentists and
patients - past, present and future - in regard to the toxicity of
dental mercury and the hypersensitivity (allergic reaction) that
it may also cause, pursuant to section 518 (a) of the Act [21
U.S.C. 360 h(a) (2)1].

B. STATEMENT OF GROUNDS

CERTIFICATION

The 1976 Medical Devices Act as amended requires that all
medical devices be certified and placed in either classification

I, II or III. In 1978 the FDA Commissioner refused to exclude
mercury/silver fillings (amalgam) from the definition as an
implant. Federal Registry, vol. 43.146, July 28, 1978, page
32988.

In 1987 the FDA certified dental mercury (21 CFR 3700) in
class I and amalgam alloy in class II.



The FDA maintains that mercury/silver fillings are a reaction
product over which it has no jurisdiction, despite the fact that
it has classified a number of other reaction products.

In January of 1993, the Public Health Service (PHS) presented
the Final Report of the Committee to Coordinate Environmental
Health and Related Programs (CCEHRP). This document was entitled
"Dental Amalgam: A Scientific Review and Recommended Public Health
Service Strategy for Research, Education and Regulation", and
included recommendations from several sub-committees. The
recommendations for regulation were prepared by the Regulatory
Work Group (Appendix VI), consisting of five officials of the Food
and Drug Administration (FDA) .

The recommendation of the Regulatory Work Group on dental
amalgam, stated on page V1-2, was: "The Regulatory Work Group
recommends that the Food and Drug Administration view dental
amalgam as a kit, in that both mercury and alloy must be used

together to create dental amalgam restorative material. FDA
considers the class of the kit to be that of the component of the
kit assigned the highest classification. In this case the kit

would be viewed as a Class II device because that 1is the
classification of amalgam alloy. No reclassification action would
be required."

The full CCEHRP committee adopted this recommendation, as
stated on page 19: "For this reason, a Regulatory Work Group
(operating under the auspices of the Subcommittee on Risk
Management) believes FDA should administratively combine dental
mercury and amalgam alloys into a single product for regulatory
purposes."

Also on page 19, the CCEHRP report stated: "Federal
regulatory of dental amalgam and elemental mercury as an amalgam
component resides with the Food and Drug Administration. Both

products are regulated under the mandate of the Medical Device
Amendments of 1976 and the Safe Medical Devices Amendments of
1990." The report further states: "Historically, FDA has
regulated dental mercury and amalgam alloys separately, with
mercury treated as a class I device and the alloy as a class II
device."

Administrative combination of dental mercury and amalgam
alloy, viewed as a "kit" without further evaluation or
"reclassification action" of the subsequent reaction product as a
distinct dental device, 1is a clear violation of the Rules and
Procedures of the Food and Drug Administration for Medical
Devices. Any Class II device must be subjected to "Performance
Standards" in order to satisfy requirements to ensure "safety and
effectiveness".



WARNINGS

In the 52 Federal Register 30089, August 12, 1987 the FDA
changed the classification of dental mercury, a component part
mercury fillings, from the proposed Class II to Class I, stating,
"... warnings under the misbranding provisions (21 U.S.C. 352) of
the general controls of the act would warn dentists about the rare
risk of allergic reactions among patients and the risk of toxicity
to dental health professionals." 1Id.

Arriving at its conclusions that the risk of allergic
reaction was "rare", the FDA relied on three (3) case reports,
ignoring several other scientific studies clearly within the
criteria set out in 21 C.F.R. 860.3, 860.7, for wvalid scientific
evidence which showed that the risk of hypersensitivity (allergic)
reaction to mercury effects at least five (5%) to eleven (11%)
percent, and perhaps more, of those individuals receiving mercury
fillings.

Since August 12, 1987 most manufacturers have failed to warn
of the risk of allergic reaction as required under 21 U.S.C. § 352
and the FDA has failed to enforce them to do so under 21 U.S.C. §
334 and 21 C.F.R. § 800.55; thus, the respondent has failed to
perform a duty owed to the petitioners and all the residents and
citizens of the United States.

In ordering that warnings should be given to dentists of the
risk of hypersensitivity, the respondent failed to comply with his
duties set out by Congress in the Act under 21 U.S.C. 360 h(a) (2)
which states, "An order under this subsection shall reqguire that
individual subject to the risk with respect to which the order is
to be issued be included in the persons to be notified of the risk
unless ... notice ... would present a greater danger to the health
of such individuals . . . ." The failure to give such notice
presents an imminent hazard to those people who may be suffering
from hypersensitivity, particularly in that hypersensitivity is
often delayed until long after the placement of mercury fillings.

The respondent has further failed in his duties under the Act
which goes on to state, "the order shall require that the health
professionals who prescribe or use the device provide for the
notification of the individuals whom the health professionals
treated with the device of the risk presented by the device and of
any action which may be taken by or on behalf of such individuals
to eliminate or reduce such risk." 21 U.S.C. § 360 h(a) (2)

CONCLUSION
The FDA 1is requested to take immediate action or in the

alternative to establish a special panel to consider this
petition. The Dental Product Panel has shown by their past action



and inaction to be incapable of properly dealing with this issue.
The new panel should be composed principally of experts with
knowledge of toxicology, not dentistry. Since this is a most
serious matter 1f the Secretary and Commissioner decline to take
immediate action then they should not allow the normal time of 180
days for action on this petition. 1In that event, it is requested
that the panel be appointed within 15 days and be directed to take
action within 60 days. The most important information set out
hereinafter and referenced in footnote number 1 was presented to
the Commissioner in a letter of June 2, 1992 and much of the other
information was previously presented to the FDA or contained in
the Public Health Service Report of January, 1993, in which the
FDA participated. Therefore a shortened time table is appropriate.
All the information with the exception of a few unpublished
papers is in the public domain and thus readily available to the
FDA.

There 1is a great body of wvalid scientific 1literature
impugning the safety of mercury/silver fillings'.

(As the petitioners have no supplemental data sheet nor
classification questionnaire, none is attached to this petition.
If the FDA believe these are necessary and will be so kind as to
send the appropriate forms, petitioners will attempt to complete
them at a later date. If there are any technical defects in this
petition the Secretary and the Commissioner are requested to
notify petitioners and their counsel as soon as possible by
telephone.)
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